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'DRONTAL Plus TASTE TABS
(praziquantel/pyrantel pamoate/febantel)
Broad Spectrum Chewable Anthelmintic Tablets for Dogs

1) For the removal of Tapeworms (Dipylidium caninum, Taenia pisz’fbrmis, Echinococcus
granulosus, and removal and control of Echinococcus multilocularis).

2) For the removal of Hookw\omgs (Ancylostoma caninum, Uncinaria stenocephala), Ascarids
(Toxocara canis, Toxascaris leonina) and Whipworms (Trichuris vulpis) in dogs.
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FREEDOM OF INFORMATION SUMMARY
1. GENERAL INFORMATION:

a. File Number: \ NADA 141-007
b. Sponsor: Bayer HealthCare LLC

‘Animal Health Division

P.O. Box 390

Shawnee Mission, K-S 66201

Drug Labeler Code: 000859
c¢. Established Name: - praziquantel/pyrantel pamoate/febantel
d. Proprietary Name: DRONTAL Plus TASTE TABS
e. Dosage Form: Chewable Tablet
f. How Supplied: - DRONTAL Plus TASTE TABS are supplied in blister packs

by the carton as follows:

Puppies and Small Dogs: 4 strips of 10 tablets

(40 tabs/carton) "

Medium Sized Dogs: 4 strips of 10 tablets (40 tabs/ carton)

Large Dogs: 3 strips of 10 tablets (30 tabs/carton)
g. How Dispensed: o Rx

h. Amount of Active Ingredients: Each tablet for Puppies and Small Dogs contains:
' ‘ 22.7 mg praziquantel, 22.7 mg pyrantel base as
pyrantel pamoate, and 113.4 mg febantel.

Each tablet for Medium Dogs contains: 68.0 mg
praziquantel, 68.0 mg pyrantel base as pyrantel
pamoate, and 340.2 mg febantel.

‘Each tablet for Large Dogs contains: 136.0 mg
* praziquantel, 136.0 mg pyrantel base as pyrantel
‘pamoate, and 680.4 mg febantel.



Route of Administration::

Species/Class: -
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Oral

Canine

k. Recommended Dosage: The presence of parasites should be confirmed by laboratory fecal
examination. Weigh the anjmal before treatment. Administer the proper dosage as specified in
the following table as a smgle treatment.

DRONTAL Plus TASTE TABS Dosage Chart

Puppies/Small Dogs* | :Medium Sized Dogs ~ Large Dogs
(2-251bs) (26 ~ 60 Ibs) (45 Tos and greater)
Body Wt. | Taste Tabs | Body Wt. | Taste Tabs Body Wt | Taste Tabs
(Ibs) © (ibs) (bs)
2-4 0.5 2630 1.0 45 - 60 1.0
5-7 10 | 31-44 15 61-90 | 15
8- 12 1.5 45-60 2.0 91120 2.0
13-18 2.0
19-25 2.5

*Not for Use in Puppies Less Than 3 Weeks of Age or Dogs Wéighing Less Than 2 Ibs.

The tablet sizes and dosage table are designed to provide a minimum of 5.0 mg/kg (2.27 mg/lb)
each of praziquantel and pyrantel base, and at least 25 mg/kg (11.35 mg/lb) febantel.

The tablets may be offered to the dog by hand. Alternatively, tablets may be given directly by
mouth or offered in a small amount of food. Fasting is nelther necessafy nor recommended prior to
or after treatment.

L Pharmaceutlcal Category’

m. Indications:

n. Effect of Supplement:

Anthelmintic

DRONTAL Plus (praziquantel/pyrantel pamoate/febantel)
TASTE TABS Broad Spectrum Chewable Anthelmintic
Tablets are indicated for the removal of Tapeworms
(Dipylidium caninum, Taenia pisiformis, Echinococcus
granulosus, and removal and control of Echinococcus

‘multilocularis) and for removal of Hookworms

(Ancylostoma caninum, Uncinaria stenocephala), Ascarids
(Toxocara canis, Toxascaris leoning) and Whipworms
(Trichuris vulpis) in dogs.

This supplement amends the approved NADA by

‘adding a flavored tablet formulation with the same
indications.
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2. EFFECTIVENESS:

The effectiveness of DRONTAL Plus TASTE TABS is based upon the existing approvals for
DRONTAL Plus tablets (N ADA 141-007). In addition, four well-controlled laboratory studies
were conducted to confirm that the anthelmintic effectiveness of flavored DRONTAL Plus TASTE
TABS is equivalent to the original unflavored formulation. One study was designed to evaluate
effectiveness of the DRONTAL Plus TASTE TABS against helminths occupying the upper
intestinal tract (hookworms). Three studies were conducted according to a common protocol to
evaluate the effectiveness of the DRONTAL Plus TASTE TABS. against helminths occupying the
lower intestinal tract (whlpworms) A field study was conducted to confirm palatability.

A. Evaluation of DRONTAL Pius TASTE TABS Agamst Hookworm Infection of Dogs,
Study No. 151.657.

The purpose of this well-controlled anthelmintic study was to confirm the effectiveness of
DRONTAL Plus TASTE TABS against experimental hookworm (Ancylostoma caninum
and Uncinaria stenocephala) infections of dogs.

Investigator: Robyn Slone, B.S.
Professional Labaratory and Research Serv;ce
Corapeake NC

Animals: -~ Twenty: purpose ‘bred beagles (10 male, 10 female), 2 — 2% months of age.
Dosage Groups:

Group 1: DRONTAL Plus TASTE TABS treated accordmg to the labeled dosage to
provide at least 5 mg/kg each of praziquantel and pyrantel base plus at least 25
mg/kg febantel (10 dogs).

Group 2: Untreated (1«;0' dogs)
Route of Administration: Oral
Frequency of Treatment: Once
Duration of Study: 35 days -

Study Design: Each dog was experimentally infected with a combination of 4. caninum
and U. stenocephala third stage larvae on test day ~28. On test day —1 the twenty dogs
were randomized into two groups by sex and body weight. On test day 0 group 1 dogs
were treated with DRONTAL Plus TASTE TABS according to the label dosage. Group 2
dogs were untreated. On test day 7 the animals were euthanized for recovery of all
remaining hookworms. ’

Parameters Measured The geometric mean number of each hookworm species/dog
recovered at necropsy ifrom both study groups was determined.. Percent effectiveness was
calculated by comparing the geometric mean number of worms remaining in the
DRONTAL Plus TASTE TABS treated group ‘with the geometric mean number of worms
retained in the control group.
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Results: Adequacy of parasxte infections was conﬁrmed in the untreated control dogs. At
necropsy adult 4. caninum and U. stenocephala were recovered. from all 10 control dogs.
(4. caninum =8 - 24 worms/dog, geometric mean = 16.60 worms/dog; U. stenocephala =
8 -16 worms/dog, geometric mean = 13.02 worms/dog). By contrast no 4. caninum and
only one U. stenocephala were recovered at necropsy from the 10 dogs treated with
DRONTAL Plus TASTE TABS (geometric mean 4. caninum and U. stenocephala counts
of 0.0 and 0.07 Wonns/dag, respectively). Anthelmintic effectiveness of DRONTAL Plus
TASTE TABS against A ‘caninum and U. stenocephala was 100 and 99.4%, respectively.

Adverse Reactions: One episode of bloody/mucmd stool occurred in a treated puppy on
day 1. One episode of Wa;tery/pmfuse stool occurred i ina treated puppy on day 3.

Conclusions: A smglegﬂdpse of DRONTAL Plus TASTE TABS administered orally
according to the recommended dosage schedule was efficacious against helminths (i.e., 4.
caninum and U. stenocephala)residing in the upper intestinal tract of dogs.

Evaluation of DRONTAL Plus TASTE TABS Against Natural Trichuris vulpis
Infections of Dogs, Study Nos. 151.656, 151.682, 151 696

The effectiveness of DRONTAL Plus TASTE TABS agamst dogs naturally infected with
Trichuris vulpis (whipworms) was confirmed with three studies conducted according to a-
common protocol by two investigators at two study | locations. Data from these studies
were pooled for final effectiveness confirmation.

Investigators: Dawie I{.dk, D.Sc (Study 151.656)
Clinvet International (Pty)
Bloemfontein, South Africa
Dwight: Bowman, Ph.D. (Studies 151.682, 151. 696)

Cheri Hill R&D
Stanwood, MI

Animals: 60 dogs with natural 7. vulpis infections.

Dosage Groups: ‘ V

Group 1: DRONTAL Plus TASTE TABS treated according to the labeled dosage to
provide at least 5 mg/kg each of praziquantel and, pyrantel base plus at least 25 mg/kg
febantel (30 dogs).

Group 2: Untreated (30 dogs)

Route of Administratiﬁn Oral

Duration of Study 35 days

Study Design: Each dng was paturally infected with 7. vulpzs as confirmed by
pretreatment fecal examination. On test day 1 the dogs were randomized into two
treatment groups by sex and body weight. On test day 0, group 1 dogs were treated with
DRONTAL Plus TASTE TABS according to the labeled dosage. Group 2 dogs were
untreated. On test day 7 the animals were euthanized for recovery of all remaining

T. vulpis.



Freedom of Information Summary
NADA 141-007
Page 6

Parameters Measured: The geometric mean number of 7. vulpis/dog recovered at
necropsy from both study groups was determined. Percent effectiveness was calculated by
comparing the geometric mean number of worms remaining in the DRONTAL Plus
TASTE TABS treated group with the geometric mean number of worms remaining in the
in the control group.

Results: Adequacy of parasite infections was confirmed in the untreated control dogs. At
necropsy, adult T. vulpis were recovered from all 30 control dogs (5-560 T. vulpis /dog).
Table 1 below lists the geometric means for the treated and control groups in each of the
three studies. Data from these studies were pooled for final effectiveness confirmation.
Anthelmintic effectlven@ss of DRONTAL Plus TASTE TABS for removal of 7. vulpis, as
calculated with complled data from the three studies, was 90%. .

Table 1: Geometnc Means and Effectiveness Percentages from Three
Whlpwcxrm Effectiveness Studies
Geometric
K}ﬁometric Mean of -
: Mean of Treated |  Untreated
Study Number - Group Control Group | % Effectiveness
151.656 . 865 - 60.64 85.74
151.682 - 395 46.87 91.57
151.696 393 46.25 791.50

Adverse Reactmns One dog treated with DRONTAL Plus TASTE TABS vomited its
tablet dosage within minutes of treatment and was redosed.  One dog treated with
DRONTAL Plus TASTE TABS vomited within 18 hours of treatment. No other unusual
observations or adverse events were observed in any of the dogs during the study.

Conclusions: A smgle dose of DRONTAL Plus TASTE TABS administered orally

accordmg to the recommended dosage schedule, was efficacious against intestinal
helrmnths (ie. T vulpzs) residing in the lower 1ntestmal tract of dogs.

Clinical Evaluation of the Palatability of DRONTAL Plus TASTE TABS for Dogs,
Study No. 151. 551

The purpose of this ﬁeid study was to confirm that palatability Vof DRONTAL Plus TASTE
TABS in privately owned dogs.

Investigators: . Laird Laurence, D.V.M.

' Fredericksburg, TX
Richard Mauldin, D.V.M.
Oklahoma City, OK

Roger Sifferman, D.V.M.
Springfield, MO
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Animals: Onc hundred and ﬁfty—one (151) chent owned dogs between 6
< months and 14 years of age, welghmg between 3.8 pounds and 190
pounds. There were 86 females (61 spayed) and 65 males (42
neutered) representing 34 different breeds. Endoparasite infection
was not required for enrollment.

Dosage Group: DRONTAL Plus TASTE TABS were offered to all of dogs
: according to the labeled dosage, which provides at least 5 mg/kg
each of praziquantel and pyrantel base, plus at least 25 mg/kg
febantel.

Route of Administration: Oral
Frequency of Treatm;exit: Once
Duration of Study: One day for each dog

Study Design: DRONTAL Plus TASTE TABS were dispensed to owners based on the
body weight of their dog(s) Approximately half of the dogs were
dispensed whole tablets, and half were dispensed either partial tablets or a
combination of whole and partial tablets for testing purposes. DRONTAL
Plus TASTE TABS were offered to the pet by the owner at home. Tablets
were offered by hand for up to two minutes, and if not consumed in this
manner were then placed in a food bowl for an additional two minutes.

Parameters Me,asuregl; The dog owner scored the acceptance of the DRONTAL Plus
. TASTE TABS as follows:
1) All Tablets Consumed
2) No Tablets Consumed
* . 3) Part of Tablets Consumed

Results: Acceptance of DRONTAL Plus TASTE TABS was scored as a success if the dog
voluntarily ingested and consumed all of the- DRONTAL Plus TASTE TABS within the
four minutes the tablets were offered (an owner score of 1). Acceptance was scored as a
failure if the tablet(s) were only partially consumed, or if no tablets were consumed within
four minutes (an owner score of 2 or 3). Owners reported acceptance scores for 149 of the
151 dogs enrolled. Of these 149 dogs, a total of 133 dogs accepted DRONTAL Plus
TASTE TABS (an owner score of 1), fora palatabiﬁty success rate of 89.3%.

Adverse Reactions: One dog vomited 30 minutes after treatment and another dog vomited
3 hours following treatment

Conclusxon DRONTAL Plus TASTE TABS are palatable to dogs of various breeds
weights, and age.
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3. TARGET ANIMAL SAFETY°

The approval of DRONTAL Plus TASTE TABS required no new target animal safety data as the
formulation contains the same athount of active ingredients as the currently approved unflavored
DRONTAL Plus Tablets. The approval of the TASTE TABS formulation is based on the
effectiveness studies, chemlstry, manufacturing and control mformauon, and stability data.

4. HUMAN SAFETY:

This drug is intended for use 1n dogs, which are non-food animals. Because this animal drug is not
intended for use in food-producmg animals, data on human safety pertaining to drug residues in
food were not required for approval of this NADA supplement Human warnings are provided on
the product label as follows: “Keep out of reach of children.”

5. AGENCY CONCLUSIONS: |

The data submitted in support of this NADA satisfy the requirements of section 512 of the
Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing regulations.
The data demonstrate that DRONTAL Plus TASTE TABS when used under the labeled
conditions of use are safe and effective for the removal of tapeworms (Dipylidium caninum,
Taenia pisiformis, Echinococcus granulosus, and removal and control of Echinococcus
multilocularis), and for removal of Hookworms (4 neylostoma caninum, Uncinaria stenocephala),
Ascarids (Toxocara canis, Toxascaris leoning), and Whipworms (Trichuris vulpis) in dogs.

The drug is restricted to use by, or on the order of a licensed veterinarian because professional
expertise is needed to manage the serious public health concerns associated with the diagnosis and
treatment of Echinococcus granﬂlosus and multilocularis.

Under section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this approval
qualifies for THREE years of marketing exclusivity begmmng on the date of approval. The three
years of marketmg exclusivity applies only to the new palatable formulation for which this
supplement is approved. The four laboratory studies conducted by the sponsor to demonstrate
substantial evidence of effectlveness for the new palatable fonnulanon provided the basis for
exclusivity. . ,

According to the Center's supplf:mental approval policy (21 CFR 514.106), this is a Category II
change. The approval of this change s not expected to have any adverse effect on the safety or
effectiveness of this new animal drug. Accordingly, this-approval did not require a reevaluation
of the safety and effectlveness data in the parent application.

A U.S. patent for DRONTAL Pius TASTE TABS has been apphed for. The application is
pending.
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6. ATTACHMENTS:
Facsimile labeling is attached as indicated below:
a) Package insert

b) Blister labeling
1. Small
2. Medium
3. Large

¢) Dispensing carton
1. .Small
2. Medium
3. Large
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Drontal® Plus
{praziquantel/pyrante! pamoateffebantel)

Taste Tabs®
Broad Spestrum Chewabla Anthelmintic Tablets for Dogs
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UESCRSPTIGH Dmntaf’ Plus Taste Tabse i Broad

Tablets for Degsare avssb:ble In thiea tablet sizes. Each size s

scorad for convenient oral admilstratior.

Each Drontal Plus Taste Tabs Teblél for Pupples and Srmall Dogs containg 227 mg prazquantel,

22.7 ing pyraritel base a8 pyrantel pamogts and 113.4 mg febantel. .

Each Drontal Plus Tasto Tabs Tablot for Medium Sized Blogs cortains 68.0 g prazauastel, 68.0 mg

pyrantef base as pyamafpauma'xamwzmgfemm

Each Drontal Plus Taste Tabs Tabtel for Large Dogs’
tel base as py it p ‘and 6804 mg febantel. |

1, 136 0 mg

is 1360 mg pr

ACTION: Droniale Plus Taste Tabs® Tablets contalr thres Bctiva ingradients having dfferent m@desc; g

action and spectra of acivily. sziqumtehsmagaml

absorbed, metaboized i the liver and excretéd i the bile mmmwmmm
bile, dat activity is exhibh 1Fo!|owmg g LY P 1ap ioses fis ability
1o resist dig by the host B msmm_,\

lNDlCAT!ONS. Drontalﬁ' Plus {p! e /i 1) Taste Tabs® Broad Spec’u'um
Tablets are i for removal of Tapeworms (Dipylidium caninum, Tdenia

it and removas and control of Echinococcus multiocularis) and for

removal ofHookworms( i halg) {Te @ cans,
Toxascaris leoning), and Whipwarms (Trchuns vulpis) in dogs

CONTRAINDICATIONS: DO NOT USE IN PREGNANT ANIMALS Dogs treated with elevated
levels {6 consecuuve days with 3 tmes the labeled dosage rate) of the combination of febante!

and i n early an of ab and fetal
abnormalities.® ‘Fhe effects af Drm!aﬁ Pitss Anthetmint Tab{ets on pregnant animais have not
“boen geternsned” - B - e AN oL

Therearenomnconmmmsagﬁmim@mofmwmelmpyramaipamoatemaog&,

PRECAUTIONS: Strct hygieric precautions should be taken when handiing dogs or fecas suspected
of harboring £ muitiioculars. infected dogs treatsd for the first tme with Drontal® Plus Taste Tabs®
Teblets and dogs treated at intetvals grester than 28 days may shed eggs in the feces after traatment.
Th&a:ﬁmaishoiﬂdmhe&dmﬂsecﬁnﬁcdﬁﬁngmmm and ail.feces should be incinerated or

of. ¥ these p e not possible, the eggs can be destroyed by seaking the faces
in & sodium hypochlcﬂts {bleach) solm)n of 375% of greater.? All areas where the animal was
malntained or in contact with should be thoroughly cleaned with sodwm hypochiorite and atiowad
1o dry completely before reusa. ’

WARNING: KEEP QUT OF REACH OF CHILDREN.

USE DIRECTIONS

DOSAGE: The p of f shousid be confirmied by ion. Weigh
the animal bsfere fragtment Administer the proper dosage as spaaﬁed m tha followng table as a
single oraf treatment,

DRONTAL® PLUS TASTE TABSS TABLETS DOSAGE CRARTS
for Puppies and Small Dogs*” for Medium Sized Dogs

for La:ge Dogs

(2251} (26 - 60 105)) {45 1bs. art greater)
Body W' * No.of Body Wi - No.of . Body Wt. No of
{bs} Tablets {ibs} Tablels {ibs.) Tablets
Z- 4 0.5 26 ~ 30 10 45~ 68 10
5~ 7 1.8 31 -4 18 61~ 80 . 15
8~ 12 15 45 - 60 20 T 81~ 120 20
13 - 18 20
19 - 25 25

‘NOT FORUSEIN PUPP'ES LESS THAN 3 WEEKS OF AGE OR DOGS WE'GHING LESS THAN
ZiB5.

ADMINISTRATION: MOB‘ dogs fnd Drontal® Plus Taste Tabs® Tablets very [ The

The life cycle of the parasite is based on a predator-pray refatonship as depicted.

The adult tspeworm s small {1-4mm) and resdes m the intestinal tract of the definitive host (wud
of domestic camids), Eggs. trom the aduh lapgivorm are shed in the feves. Rodents such as mice
and voles safve asthe | host inges! -‘bymdemda%&ophme fiver, fungs and

Eggs
ather argans to form rekaitilocular cysis. Theiﬁecycxescomphfsdaﬁscamvdmsumes azodent -

nfacted with cysts Larvae within the yst develop into adult tapeworms in the intestinal tract of the
canid, Eggs may bé passed in the feces of the canid approxiniately 28 days later.

This parasite posesasemmbﬁcheaﬁlprob%mbscwsaowm y for humman ]
it the lite cycle, If eggs shed by an infectad canid are & highly path i
condition (Alveolar Hydatid Disease) results from development of me oyst stage in humans

The oniginal g distributon of E. faris was primarily confined {0 norfiern areas of
gonh America. Currant avidence i igration of the p wen into the continental Umited
tates.34 B

Domestic dogs Iving in £. nudtilocularis ehderie areas thit toam freely with the opportunify 10 catch
wild rovents aire-al visk of infection. Pat owners should be adviséd on how to minkize this risk Propsr
rashaantutdugsslmldbemumged ak;ngwms ragmadmanmmmn Droptaf® Plus Taste Tabs@

Tablats, the dosing nd 1 helow.
Additional lonmation on the life cyole and gy of thig p is gvailable inary
p&:asiwlogy toxts 8¢

Dl)\ﬁNOSiS Dtagnosrs of E. mulzllocutads i eanids is difficult. The adult tapeworm produces no

- giinical Signs of i Tap g {p are ysually not ébservad in the fecss
E mullipoularis 8998, cbserved usiag i fecal i © are sifnliar in
appearance fo those of common speciés sueh as Taenia pisifornns -

nthe d z ofE‘ is may be available from & state y diagnostic

“laboratory. Additional afeas where €. mullilocufarts Is suspacted of has been
con&méd may be obtained from area vs(amary schools or the Centers for Disease Cortrot in
Aﬁanta QA
"REAT?JE&T. Dogs infacied with £ frultt-‘aculqns should be zrsa;ad to piavent exposare

1o infactive sggs and 10 bregk the parasite’s iife cydle.

tablets may be offered {o the dog by hand, Altematively tablsts _may be given duect\y by mouth
or offered in a small amount of food. Festing is nieither necessary nor recommended prior {0 or

vary rarely passad afier sdministration of L. In many
digasted pieces of tapsworms will be seen in the stool. The majority oﬂapewonns are digested a.nd ave
ot found in he feces

Pymntei pamoate is acmve against fx and idh Pyrante{ acts on the cholinetgic
of the in gpashe p is Peri action of the intestinal tract then

slcmmates the parasite 2 .

Febante! is active against it fudi Febantsl is rapidly absorbed and

metabolized in the anwnal. Avsuable uniumtanon suggests that the parasfie’s energy metabolism is
blocked, irading to snergy exchang and i glucose uptake.
Labaoratory efficacy and clinical studes condicted with Dmmm Plus Anthelmyetic Tablets demonstrate

after trea

RETREATMENT: For those animals tiving whare reiniemlons are likely to oocur, chients shou!d be
mistructed in the steps to.opit p therwise, may be . This 18
frug in cases of Dipyfidi inum where ssalmostcenamwoccmsfﬁaasaremt
removed from the animal and its eavironment. in addition, for control of Echinpcoccus muttilaculans,
a program of regular treatment every 21 to 26 days may he indicated (see E. multioculanis section
below).

ECHINOCOCCUS MULTILOCULARIS: Fohinococcus multifocularis 15 2 tapeworm species usually
found in wild canids, including foxes, coyotes ang wolves. The parasite has also been identified

that each of the thyee actve i act indepandantly without The comb ‘xaMet

in o dogs and cats and is potentially a serious public hesith concern because it may
infact N

formufation provides a wide spec’uum of achvity agamst the Indicaled species of i i hel

The dosage of Drontal® Plus Taste Tabs® Tablets for removal of E multiocidans is the same as
that Indicated for the removal of the other tapeworm spacies listed on the fabel Laboratory effica-
oy studies conducted with Drontal Plus tablels have the d dosage is
100% effectiva.

Under condition of conunual exposure 10 witd rodents, retreatment of the dog at 21-26 day intervals
is recommended to prevent the shedding of infactious eggs.

EFFICACY: A fotal of 176 dogs and puppies with 1)

infections were included in 4 well-controlied laboratory studses to estab“sh the eﬂncacy of Dmmais
Plus Anthelmintic Tablets. in addition, 103 dogs arid puppxss were included in clirical field studies
conducted in § veterinary clinics at different geographic focations throughout the United States to
further evaluate safety and efficacy. Thess studies mofuded dogs of various sizes, ages and
breeds. Dala from these studias demaonstrated Drontal Plus Anthelmintic Tablets are safe and
efficacious for the removal of the parasite specias indicated on the labe! when used as directed




Results obtained i the laboratory and clinical studies indicate small numbers of hookworm or
roundworm eggs may iie passed it the feces for up to 7 days after freatment although the worms
were el 1. A foll on should be conducted 2 fo 4 weeks after

to the need for

Palatability: Palatabiiity studies with Drontal® Plus Taste Tabs® Tablets were conducted at 3 differ-
ent vaterinary clinics In the United Stales These studies included a tota! of 151 dogs (85 males /86
tarnales) representing 34 different breads wih bady weights tanging from 3.8 — 190 ibs. The tablets
were offered free-choice to the dogs by their owners and over 89% of the dogs wilingly consumed
the tablets.

ADVERSE REACTIONS: None of the 103 dogs treated with Drontal® Plus Anthelmintic Tablets i
the clinicat field studiae exhibited drug-related side effects. Ofthe 40 dogs treated with Drontal Plus
Taste Tabs® Tablels in laboralory studes, two dogs exhil ifing, one puppy exhit
bivody/mucoid stool and one puppy extubitad watsrylprmse stool.

For custamer service or to obﬁin product information, including Matérial Safety Data Sheet, calt
+-800-633-3795. For medical & es of to report adver: ions, call 1-80()-422-9874

ANIBAL SM‘ETY Comwued safety sva!uanms have been conducted in dogs with Drontat® Plus

helmintic Tablets. Dogsmceivmgnpwstmesme
{abet dosage (35 mg praziquantel, 35 mg pyrantsl pamaase e 178 g fabiante! par kg of body
weight) for. 3 consecutive days (3 tmes the label duration) showed clinicel signs of vomtion and
non-formed atools. Ona dog receiving a 3 times Jabeled dose had sfevated SGPT, SGOT, CPK and
GGT readings (outside of nomal rangs) al & days post reafment ‘No addional tndings were
noted in togyicinical ohy nor were inere any treatment-related histofogica

{esions Vomitron was the only side effect obssrved when dogs receivad a single reatment of 61 mg
praziquante!, 81 mg pyrantef p and 305 mg with one dog having an efevated
SGPT readmg (outside of rormal rangs) at 24 hours post-treatment which had retumed to normat
by 7 days.

STORAGE CONDITIONS: Dronta®® Plus Taste Tabs® Tablets should be stored at or below 77 °F
{25 °C}.

Un-blistered whole or pathial tablets should be slored in a tightly sealed container.

HOW SUPPLIED: Dronta® Plus Taste Tabs® Tablets are avallabla in three tablet sizes'
Code 08758428, 40 tabs/box for Pupples and Small Dogs
Code  08892051: 40 tabs/box for Mediurm Sized Dogs

Code  08892078: 80 tabs /box for Large Dogs
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